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Art Unit: 3762 

DETAILED ACTION 
Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

1 . Claims 3 and 12-13 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. Specifically, the claiming of 
structures being in contact with or implanted within the body amounts to an inferential 
recitation of the body, which renders these claims non-statutory. The examiner 
recommends changing "attached" to -adapted to be attached ~. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

1 . Claims 2-7 and 12 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

As to claims 2-7, since claim 1 recites an assist device, claims 2-7 should recite a 
preamble of -a ventricular assist device of claim 1 , wherein said adapter sleeve--. 

As to claims 3 and 12, the "sewing ting" is merely inferentially included and it is 
unclear if the ring is being positively recited or merely a functional recitation. 

As to claim 5, it is unclear if the recitation of a "sleeve may be separated", means 
the sleeve is separated or is not separated. 
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As to claim 12, it is unclear is the recited of "length including" eferes to the sleeve 
or the sleeve and inflow tube combination. 



Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described In (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

1. Claims 1-5 and 7-13 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Mussivand et al. (US 6,290,639). Mussivand et al. discloses a conduit assembly in 
figure 1 and 2A. As seen in figure 1 , the system includes a VAD 2 as a pump portion, an 
inflow tube protruding from the pump and an adapter sleeve. The inflow tube and 

adapter sleeve can be seen more clearly in the 
replication of figure 2A below. 

In figure 2A, the inflow tube is depicted as 
portion B and the adapter is depicted as portion A. 
as indicated accordingly. 

As to claims 9, 1 1 and 13, since the inflow 
tube also includes the inflow port extension 6a, the 
___________ _ _ examiner considers the inflow tube to be 

170 " 



112 



110- 



-124 




-140 



162 
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extendable. Furthermore, this inflow port extension 6a is also an inner sleeve that 
extends inside the inflow tube. 

As to claims 2-3 and 7, the adapter also includes a sewing ring or skirt 118 to 
suture to the ventricular apex. Furthermore, the examiner also considers the sewing rink 
or skirt 1 1 8 to be a gripping member for attaching the inflow tube to the ventricular apex. 

As to claim 4, for the "material of rigid components, it is preferable to use 
titanium"(col.7, lines 56-57) and as seen in the figures. The sleeve is smooth. 

As to claim 5, the examiner considers the threads of the "threaded connection 
120" (col.6, lines 50-51) within the adapter sleeve to be the grooves where the sleeve 
can be separated. 

As to claim 8, the elbow assembly 170 is the bent end of the inflow tube as seen 
in figure 2A. 

As to claim 1 0, "The gland nut 1 80 provides a rotatable union effect during the 
fitting procedure. That is, the gland nut 180 moves between a rotatable position and a 
locked position. At the rotatable position, the gland nut 180 allows the inflow elbow 
conduit 175 to rotate about its axis into any rotated position relative to the VAD 2, when 
the VAD 2 is implanted"(col. 4, lines 43-48). Therefore the end of the inflow tube is 
rotatable. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 1 03(a). 

1 . Claims 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mussivand et al. (US 6,290,639). Mussivand et al. discloses the claimed invention but 
does not disclose expressly the ceramic material. It would have been an obvious matter 
of design choice to a person of ordinary skill in the art to modify the adapter sleeve as 
taught by Mussivand et al., with the ceramic adapter sleeve, because Applicant has not 
disclosed the ceramic material provides an advantage, is used for a particular purpose, 
or solve a stated problem. One of ordinary skill in the art, furthermore, would have 
expected the Applicant's invention to perform equally well with the titanium adapter 
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sleeve as taught by Mussivand et aL, because both materials are biocompatibility and 
frequently incorperated in implantable devices. 

Therefore, it would have been an obvious matter of design choice to modify the 
material for titanium to ceramic to obtain the invention as specified in the claim(s). 

Furthermore, Mussivand et al., discloses the claimed invention except for the 
ceramic material. It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to modify the material to ceramic material, since it has 
been held to be within the general skill of a worker in the art to select a known material 
on the basis of its suitability for the intended use as a matter of obvious design choice. 
In re Leshin, 125 USPQ 416 (See MPEP 2144.07) 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alyssa M. Alter whose telephone number is (571 ) 272- 
4939. The examiner can normally be reached on M-F 9am to 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAjR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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